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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 9/15/08 
has been entered. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 21 , 23-27 and 37-47 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

4. Claim 27 recites the limitation "signal generator" in line 4 of the claim. There is 
insufficient antecedent basis for this limitation in the claim. The term is inferentially 
included. It is unclear if the applicant is positively reciting the element. It is suggested 
to first set forth that the claim has this element before it is used. 

5. Claim 37 recites the limitation "critical structure or feature of an implanted 
portion" in line 4 of the claim. There is insufficient antecedent basis for this limitation in 
the claim. The term is inferentially included. It is unclear if the applicant is positively 
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reciting the element. It is suggested to first set forth that the claim has this element 
before it is used. 

6. Claim 38 recites the limitation "one or more first electrodes", it is unclear if this is 
the same or different one or more first electrodes from claim 37. If it is the same it is 
suggested that the Applicant insert "said" before "one or more first electrodes". 

7. Claim 39 recites the limitation "one or more second electrodes", it is unclear if 
this is the same or different one or more first electrodes from claim 37. If it is the same 
it is suggested that the Applicant insert "said" before "one or more first electrodes". 

8. Claim 40 recites the limitation "one or more first electrodes", it is unclear if this is 
the same or different one or more first electrodes from claim 37. If it is the same it is 
suggested that the Applicant insert "said" before "one or more first electrodes". 

9. Claim 41 recites the limitation "one or more second electrodes", it is unclear if 
this is the same or different one or more first electrodes from claim 37. If it is the same 
it is suggested that the Applicant insert "said" before "one or more first electrodes". 

10. Claim 42 is vague as it is unclear how a device can be percutaneous. It is 
suggested that the applicant change "percutaneous", to "positioned percutaneously" or 
"placed percutaneous". 

1 1 . Claim 45 recites the limitation "the further" in line one of the claim. There is 
insufficient antecedent basis for this limitation in the claim. 

12. Claim 45 is incomplete as there is no connection between the therapeutic agent 
delivery element to any element of the previous claim. The claim is just a listing of parts. 
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13. Claim 46 is incomplete as there is no connection between the biofluids sampling 
element to any element of the previous claim. The claim is just a listing of parts. 

Claim Rejections - 35 USC § 102 

14. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

1 5. Claims 21 , 23-27, 37-43, and 45-47 are rejected under 35 U.S.C. 1 02(e) as being 
anticipated by Kroll et al. (U.S. Pat. 7,203,550 hereinafter "Kroll"). 

16. Regarding claims 21, 25-27, 37-43, and 45-47, Kroll discloses an implantable 
device with a current for fighting infection, wherein a current of 10-1 00m A/cm 2 is 
provided to allow antibiotics to penetrate a biofilm and destroy bacteria (Col. 1 , II. 54- 
58). Kroll discloses a fully implantable system inserted through the vasculature, with 
one electrode located in right atrium and one located in the right ventricle (Col. 2, II. 5- 

1 1 ). Kroll further discloses that the device works in conjunction with antibiotics (Col. 1 1 , 
II. 47-49). The device of Kroll has a surface adapted to contact tissue, the surface 
having a surface charge of between 10-100 mA/cm 2 and the surface charge being time 
dependent, thus it achieves the same device limitations and further is capable of 
achieving the same inherent results and respective benefits as the claimed device. 
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17. Regarding claims 23-24, Kroll discloses the claimed invention as described in 
detail above, but Kroll fails to disclose that cells are migrated and that those cells are 
endothelial or fibroblast cells. Kroll discloses the current density that is the same as the 
current density disclosed in the application, so it is inherent that the Kroll invention 
would cause cell migration since the values are similar and would cause migration of 
both endothelial and fibroblast cells. 

18. Regarding claims 40 and 41 , since the specification is silent as to how the device 
communicates with the electrodes if they are not affixed to the device the examiner is 
taking the position that the electrodes are connected remotely to the device. In this 
case the electrodes of Kroll are remotely connected to the device and thus anticipate 
claims 40 and 41 . 

1 9. Regarding claim 42, the device of Kroll is capable of being attached outside of 
the body and have the leads implanted. 

20. Regarding claim 46, the electrodes of Kroll are capable of being removed from 
the body and have biofluids sampled from them. 

Claim Rejections - 35 USC § 103 

21 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

22. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
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the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

23. Claim 40-41, 44 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kroll. 

24. Regarding claims 40-41 , Kroll anticipates claims 40-41 as listed above, but in the 
alternative, Kroll does not explicitly state that the electrodes are not affixed to the device 
however, It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to modify the system as taught by Kroll, with electrodes that are 
not affixed to the device since it was known in the art to use electrodes that are not 
affixed to the device and can be placed remotely from the device to provide the 
predictable result of providing stimulation to specific areas while minimizing evasiveness 
of implantation and placement of leads. 

25. Regarding claim 44, Kroll discloses the claimed invention except for the electrode 
being separated from tissue by a semipermeable layer. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify the 
implantable device with a current for infection control in combination with an injected 
antibiotic as taught by Kroll, with electrodes coated in antibiotics since it was known in 
the art that lead electrodes covered in a semipermeable layer of an antibiotic, provides 



Application/Control Number: 10/722,306 Page 7 

Art Unit: 3762 

the predictable result of direct placement of an antibiotic near implantation sites to fight 
infection as opposed to injected antibiotics that take time to get to the implantation site. 
Response to Arguments 

26. Applicant's arguments filed 1 0/1 5/08 regarding 35 USC 1 02(e) and 35 USC 
103(a) have been fully considered but they are not persuasive. 

27. The Applicant argues that Kroll does not guide selected cell types to produce a 
longer useful lifetime of the device by limiting undesirable cellular responses to foreign 
bodies. The Examiner respectfully disagrees. The device of Kroll has a surface 
adapted to contact tissue, the surface having a surface charge of between 0.01-100 
mA/cm 2 and the surface charge being time dependent, thus it achieves the same device 
limitations and further achieves the same inherent results and respective benefits as the 
claimed device. It is further noted that the desired results of migrating cell types to 
produce a longer useful lifetime are not germane to the patentability of these device 
claims. 

28. The Applicant argues that Kroll fails to teach other factors necessary for using an 
electrode charge to direct the migration of cells, such as the specific frequency of the 
electric current as well as other conditions desirable to reduce detrimental side effects. 
It is noted that the claims fail to state a specific frequency or other conditions and thus 
arguments directed toward these limitations are not pertinent toward the claims. Further 
Kroll teaches the same device limitations as required by claims and thus, Kroll 
anticipates claims 21, 23-27, 37-43 and 45-47. 
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29. The Applicant failed to argue the claims dependent from claim 21 and thus the 
rejections of claims 23-27 and 37-47 are deemed proper. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to REX HOLMES whose telephone number is (571)272- 
8827. The examiner can normally be reached on M-F 8:00 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571-272-4955. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/R. H./ /George R Evanisko/ 

Examiner, Art Unit 3762 Primary Examiner, Art Unit 3762 



